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DETAILED ACTION 

This general action is in response to the application filing date received on 08/01/2003 

Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

2. Claims 1-5 and 7-1 1 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Hillebrenner et al (U.S.P.N. 5,534,221). 

With respect to claims 1 and 7, the Hillebrenner reference discloses a container 
(44) for holding medical instruments to be sterilized in a device (42) such that the 
container includes a generally cup-shaped tray (64) that includes a bottom surface and 
a continuous sidewall. Further, the Hillebrenner reference teaches the following: a lid 
(62) that is attachable to the tray (figure, 4C, 64 and col.7, lines 32-37), valve means (86 
and col.7, lines 11-16) with dual positions (valves are in opened position when the 
container 42 is placed within the cabinet 42 for a sterilization cycle and in closed 
position when container is removed from the cabinet 42 for storage) and a valve 
assembly associated with a passage into the cavity (figure 4C, unlabeled valve 
assembly that includes 108 and col.7, lines 54-56). 

With respect to claims 2-5 and 8-1 1 , the Hillebrenner reference discloses a container 
with two check valves (80 and 82) that inherently includes resilient flexible element. The 
container of the Hillebrenner reference includes a tray having a closed valve when not in the 
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sterilization device (col. 7, lines 14-17) such that the device must inherently includes an 
external actuator element for moving the valves on the container from a closed position to 
open position when the container is placed in the device for sterilization to occur. The 
Hillebrenner reference discloses two passages into the container with associated valve 
assemblies (figure 4C, 104 and 108). 

Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

4. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

5. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
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consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

6. Claim 5 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Hillebrenner et al (U.S.P.N. 5,534,221). 

The teachings of the Hillebrenner reference have previously been set forth with 
respect to claims1-5 and 7-1 1 . However, with respect to claim 6, the Hillebrenner 
reference discloses a container (44) with two valve elements (80 and 82) that are 
independently movable between an open position (container 44 is placed in device 42) 
and a closed position (container is used to store the sterilized medical instrument) such 
that, for example, closing the valve assembly (unlabeled structure leading to line 110 in 
figure 4C) would close opening (108) in tray (64). Modifying the number of valves 
associated with the container is a matter of routine experimentation. For example, 
increasing the number of valves would enable one skilled in the art to sterilize more 
instruments per batch. 

7. Claims 12-20 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Hillebrenner et al (U.S.P.N. 5,534,221) in view of Siegel et al (U.S.P.N. 5,217,698). 

With respect to claim 12, the Hillebrenner reference discloses a container for 
holding medical instruments to be sterilized such that the container includes a valve (86 
and col.7, lines 11-16) with dual positions (valves are in opened position when the 
container 42 is placed within the cabinet 42 (for example, a deactivation chamber) for a 
sterilization cycle and in closed position when container is removed from the cabinet 42 
for storage). The container of the Hillebrenner reference includes a valve in closed 
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position when not in the sterilization device (col.7, lines 14-17) such that the device 
must inherently includes an actuator element for moving the valve on the container from 
a closed position to an open position when the container is placed in the device for 
sterilization to occur. However; the Hillebrenner reference fails to disclose a circulation 
system. The Siegel reference, which is in the art of sterilizing medical instruments, 
teaches the use of a circulation system (col. 5, lines 62-68 and col.6, lines 1-26). Thus, it 
would have been obvious to one having ordinary skill in the art at the time the invention 
was made to modify the system of the Hillebrenner reference to include a circulation 
system as taught by the Siegel reference in order to insure that all the internal surfaces 
of the device after a sterilization cycle are disinfected (col.6, lines 27-37). 

With respect to claims 13 and 19-20, the Siegel reference discloses inlet and 
outlet ports (114 and 52) on both the cassette and the chamber when the cassette is 
disposed into the chamber (col.8, lines 8-9). Further, the Siegel reference discloses a 
closed loop liquid sterilant circulation system (col.6, lines 27-40). 

The features of claims 14-16 have previously been addressed above with 
respect to claims 2-5 and 8-1 1 . 

With respect to claims 17-18, the Hillebrenner reference discloses a chamber 
(42) into which the container (44) is placed for connection (50 and 48) to inlet and outlet 
ports. When the container is placed in the chamber, both ports on the container are 
moved to an open position for sterilization to occur through a corresponding inlet and 
outlet ports in wall of the chamber. Having a movable or flexible inlet and outlet ports in 
the wall of the chamber is a matter of routine experimentation in order to insure proper 
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connection between the sterilant source and the container even though if the container 
was not placed in the exact position within the chamber. 

Conclusion 

8- The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. The Langford reference (U.S. P.N. 5,906,802) discloses valves on 
a container with open and closed position. 

9. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MONZER R CHORBAJI whose telephone number is 
(571) 272-1271. The examiner can normally be reached on M-F 6:30-3:00. 

10. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, ROBERT J WARDEN can be reached on (571) 272-1281. The fax phone 
number for the organization where this application or proceeding is assigned is 703- 
872-9306. 

1 1 . Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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